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(54) Packaged catheter with lubricant-activating liquid 

(57) A sealed sterile flexible package contains a medical device, for example a urethral catheter (1). for 
insertion into a body orifice of a patient for use in the treatment or examination thereof, the device having a 
coating of a material which, when brought into contact with an activating liquid, becomes lubricating. The 
package also contains containment means (9) therein for holding a quantity of the activating liquid such as 
water, the containment means being manipulable from outside the package so as to release the liquid 
therefrom into contact with the device before the package is opened. The containment means (9) may be a vial 
of non-brittle plastics which can be sheared at a neck portion (10), or a rupturable sealed compartment or 
pouch (20, Figure 2). The outer package (6) may be of plastics film with heat-sealed ends (7,8). 

2 • 5 

\ 




Fig 1 




CD 

N> 
CO 

CD 

(SI 
O 

> 



1/1 





x 2319507 

PACKAGED MEDICAL DEVICE 

Field of the Invention 

This invention relates to a medical device, and especially to a packaged catheter 
for self administration by the patient. 
5 Background to the Invention 

One type of catheter for intermittent selfcatheterisation Is known as a Nelaton 
catheter, and comprises a flexible plastics tube having a rounded tip and, typically, two 
side eyes. Such catheters are used to drain urine from the bladder, the patients 
themselves Inserting the catheter into the bladder via the urethra. The catheter is usually 

10 removed as soon as the bladder has been voided, although it can sometimes be left in 
longer, and then disposed of. In recent years, so-called lubricious coatings have been 
developed for catheters which, when wetted, make the surface of the catheter extremely 
slippery and therefore easier and less painful to insert. The catheters may be supplied in 
waterproof packs, so as to provide a receptacle to fill with water to activate the coating 

1 5 ready to insert into the bladder. 

A major problem with self-catheterisation in particular is the risk of infection. 
With coated catheters to be inserted at home, the usual instruction is to use tap water to 
activate the coating. Alternatively, sterile water can be used, if available. Tap water can 
contain large numbers of organisms, and therefore involve a risk of infection, and even if 

20 sterile water is used, there is a risk of contamination of the catheter once the package has 
been opened to immerse the catheter in water. If the procedure is carried out in a public 
convenience, the risk of infection increases dramatically, even where sterile water is used. 
Summary of the Invention 

According to the invention, there is provided a sealed sterile flexible package 

25 containing a medical device for insertion into a body orifice of a patient for use in the 
treatment or examination thereof, the device having a coating of a material which, when 
brought into contact with an activating liquid, becomes lubricating, the package also 
containing containment means therein for holding a quantity of the activating liquid, the 
containment means being mani pul able from outside the package so as to release the 

30 liquid therefrom into contact with the device before the package is opened. 




The medical device may. for example, be a catheter. The coating may be a 
hydrophilic lubricious coating, the containment means holding a quantity of sterile water. 

The containment means may comprise an openable vial alongside the medical 
device within the package. Preferably, the vial Is formed of a material which can be 
5 broken to release the liquid therefrom without the formation of any sharp fragments 
which might adhere to the medical device and cause injury to the patient. For example, 
non-brittle plastics materials may be used. 

Alternatively, the containment means comprises a sealed compartment within the 
package with a selectively rupturable wall separating the liquid from the coated medical 
10 device, e.g. the catheter. Typically, the package will be formed of a plastics film material, 
and the sealed compartment may therefore be formed by selectively heat-sealing the 
plastics film In the same manner as is employed for the manufacture of the package itself. 

In another alternative embodiment, the containment means comprises a sealed 
pouch formed of a plastics film material or the like and arranged such that pressure on 
15 the pouch through the bag causes the material to rupture, or a seam or other joint to fail, 
thus releasing the liquid. 

Since packaged medical devices such as catheters are typically sterilised by 
exposure to gamma radiation, the risk of contamination of the liquid during the 
packaging process is avoided, the containment means and its charge of liquid being 
20 sterilised In the same process after packaging. 

While there will always be a risk of some contamination of the catheter or other 
medical device as soon as the sterile package in which it is supplied is opened, if the 
catheter is inserted immediately upon opening of the package, that risk will be very small. 
It will be seen, therefore, that since the wetting of catheter is carried out, in accordance 
25 with the present invention, before the sterile package is opened, the wetting process itself 
no longer contributes to the risk of contamination, and therefore use of the packaged 
catheter of the invention Involves substantially lower risk of Infection being introduced 
than with conventionally-packaged catheters. 

The medical device of the invention may be any device suitable for use by the 
30 patient for self treatment, or by a medical practitioner or other medically-trained person, 
or even for veterinary use, where lubrication and sterility are important features. 
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Brief Description of the Drawing 

In the drawing, which illustrate exemplary embodiments of the invention: 

Figure 1 shows, in plan, a packaged catheter In accordance with one embodiment; 

and 

5 Figure 2 shows a corresponding view of an alternative embodiment. 

Detailed Description of the Illustrated Embodiment 

Referring to Figure 1, the catheter 1 is of conventional construction, consisting of 
an elongate flexible tube having one end 2 dosed, and two side eyes or inlets 3 (of which 
only one is visible in the drawing) one adjacent to the end and one spaced from it by a 

10 small distance. The other end 4 of the tube is provided with an attached tapered 
member 5 serving as an outlet for the released urine from within the bladder. The 
tapered connector 5 may also be connected to a suitable receptade, for example a 
drainage bag. The flexible tube part of the catheter is coated with a hydrophilic material 
which, when it has absorbed water, becomes highly lubricating. For example, a typical 

1 5 coating comprises a mixture of ethyl lactate and poly(vinyl pyrrolidone). Such coatings 
may simply be applied in solution form and allowed to dry, or they may be cured by the 
use of ultra violet radiation. 

The catheter 1 is packaged within a plastics bag 6 which is heat-sealed at the ends 
7 and 8 thereof. The plastics material from which the bag is formed is such as to be 

20 treatable with gamma radiation without deterioration. Also contained within the bag 6 is 
a plastics vial 9 containing a sample of sterile water sufficient to activate the coating on 
the catheter when released. The vial 9 is formed with a narrow neck portion 10 which 
terminates in a tab portion 1 1 not securely attached to the body of the vial, so that 
twisting of the tab portion 1 1 relative to the body shears the neck portion 10, releasing 

25 the contents of the vial (water) into contact with the catheter, activating the coating. The 
vial 9 is formed so as to be compressible to expel water therefrom. Since the bag 6 is 
formed of a relatively thin flexible plastics material, the twisting of the tab portion 1 1 and 
the compression of the vial can be readily effected while the bag 6 remains sealed, thus 
avoiding any risk of microbial contamination of the catheter. It will be seen that any 

30 gamma radiation treatment of the package to sterilise it will also sterilise the vial and its 
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contents, although the vial can be produced in such a manner as to ensure the sterility of 
its contents before it is sealed in to the bag 6. 

The vial is formed of a non-britde plastics material for example polypropylene so 
that the neck portion 10 can readily be sheared without risk of release of any sharp 
5 fragments to jeopardise safe use of the catheter. 

Referring now to Figure 2, in which like components have the same reference 
numerals as in Figure 1 , the vial is replaced with a pouch 20 formed of a plastics film. 
Conveniently, the film is produced in the form of a continuous tube which is then formed 
into pouches by welding the material transversely to form a seam 21, and introducing the 

10 liquid before making the next seam 21 at a predetermined distance from the last seam. 
The seams are formed sufficiency wide to permit the pouches to be separated from each 
other by cutting transversely. The pouches can be formed of relatively thin materials, so 
as to be readily ruptured by the application of manual pressure thereon. Alternatively, 
the welds are made in such a manner as to permit the film surfaces to separate as a result 

15 of the internal pressure induced when the pouch is squeezed through the bag 6. 
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CLAIMS 

1 . A sealed sterile flexible package containing a medical device for insertion 
into a body orifice of a patient for use in the treatment or examination thereof, the 
device having a coating of a material which, when brought into contact with an activating 

5 liquid, becomes lubricating, the package also containing containment means therein for 
holding a quantity of the activating liquid, the containment means being manipulable from 
outside the package so as to release the liquid therefrom into contact with the device 
before the package Is opened. 

2. A package according to Calm 1 , wherein the medical device is a catheter. 
10 3. A package according to Claim 1 or 2, wherein the coating is a hydrophilic 

lubricious coating, and the containment means holds a quantity of sterile water. 
i% 4. A package according to Claim 1, 2 or 3, wherein the containment means 

comprises an openable vial alongside the medical device within the package. 

6 

■ 5. A package according to Claim 4, wherein the vial is formed of a material 

1 5 which can be broken to release the liquid therefrom without the formation of any sharp 
% fragments. 

6. A package according to Claim 5, wherein the vial is formed of a norv 
britde plastics material. 

7. A package according to Claim 1, 2 or 3, wherein the containment means 
20 comprises a sealed compartment within the package with a selectively rupturable wall 

separating the liquid from the coated medical device. 

8. A package according to Claim 7, wherein the package is formed of a 
plastics film material, and the sealed compartment is formed by selectively heat-sealing 
the plastics film. 

25 9. A sealed sterile flexible package, substantially as described with reference 

to, or as shown in, the drawing. 



